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(a) Confidentiality. Records deemed
confidential by the manufacturer may
be marked to aid FDA in determining
whether information may be disclosed
under the public information regula-
tion in part 20 of this chapter.

(b) Record retention period. All records
required by this part shall be retained
for a period of time equivalent to the
design and expected life of the device,
but in no case less than 2 years from
the date of release for commercial dis-
tribution by the manufacturer.

(c) Ezxceptions. This section does not
apply to the reports required by
§820.20(c) Management review, §820.22
Quality audits, and supplier audit re-
ports used to meet the requirements of
§820.50(a) Evaluation of suppliers, con-
tractors, and consultants, but does
apply to procedures established under
these provisions. Upon request of a des-
ignated employee of FDA, an employee
in management with executive respon-
sibility shall certify in writing that the
management reviews and quality au-
dits required under this part, and sup-
plier audits where applicable, have
been performed and documented, the
dates on which they were performed,
and that any required corrective action
has been undertaken.

§820.181 Device master record.

Each manufacturer shall maintain
device master records (DMR’s). Each
manufacturer shall ensure that each
DMR is prepared and approved in ac-
cordance with §820.40. The DMR for
each type of device shall include, or
refer to the location of, the following
information:

(a) Device specifications including
appropriate drawings, composition, for-
mulation, component specifications,
and software specifications;

(b) Production process specifications
including the appropriate equipment
specifications, production methods,
production procedures, and production
environment specifications;

(c) Quality assurance procedures and
specifications including acceptance cri-
teria and the quality assurance equip-
ment to be used;

(d) Packaging and labeling specifica-
tions, including methods and processes
used; and

§820.198
(e) Installation, maintenance, and
servicing procedures and methods.

§820.184 Device history record.

Each manufacturer shall maintain
device history records (DHR’s). Each
manufacturer shall establish and main-
tain procedures to ensure that DHR’s
for each batch, lot, or unit are main-
tained to demonstrate that the device
is manufactured in accordance with the
DMR and the requirements of this part.
The DHR shall include, or refer to the
location of, the following information:

(a) The dates of manufacture;

(b) The quantity manufactured;

(c) The quantity released for dis-
tribution;

(d) The acceptance records which
demonstrate the device is manufac-
tured in accordance with the DMR;

(e) The primary identification label
and labeling used for each production
unit; and

(f) Any device identification(s) and
control number(s) used.

§820.186 Quality system record.

Each manufacturer shall maintain a
quality system record (QSR). The QSR
shall include, or refer to the location
of, procedures and the documentation
of activities required by this part that
are not specific to a particular type of
device(s), including, but not limited to,
the records required by §820.20. Each
manufacturer shall ensure that the
QSR is prepared and approved in ac-
cordance with §820.40.

§820.198

(a) Each manufacturer shall main-
tain complaint files. Each manufac-
turer shall establish and maintain pro-
cedures for receiving, reviewing, and
evaluating complaints by a formally
designated unit. Such procedures shall
ensure that:

(1) All complaints are processed in a
uniform and timely manner;

(2) Oral complaints are documented
upon receipt; and

(3) Complaints are evaluated to de-
termine whether the complaint rep-
resents an event which is required to
be reported to FDA under part 803 or
804 of this chapter, Medical Device Re-
porting.

Complaint files.
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§820.200

(b) Each manufacturer shall review
and evaluate all complaints to deter-
mine whether an investigation is nec-
essary. When no investigation is made,
the manufacturer shall maintain a
record that includes the reason no in-
vestigation was made and the name of
the individual responsible for the deci-
sion not to investigate.

(¢c) Any complaint involving the pos-
sible failure of a device, labeling, or
packaging to meet any of its specifica-
tions shall be reviewed, evaluated, and
investigated, unless such investigation
has already been performed for a simi-
lar complaint and another investiga-
tion is not necessary.

(d) Any complaint that represents an
event which must be reported to FDA
under part 803 or 804 of this chapter
shall be promptly reviewed, evaluated,
and investigated by a designated indi-
vidual(s) and shall be maintained in a
separate portion of the complaint files
or otherwise clearly identified. In addi-
tion to the information required by
§820.198(e), records of investigation
under this paragraph shall include a
determination of:

(1) Whether the device failed to meet
specifications;

(2) Whether the device was being used
for treatment or diagnosis; and

(3) The relationship, if any, of the de-
vice to the reported incident or adverse
event.

(e) When an investigation is made
under this section, a record of the in-
vestigation shall be maintained by the
formally designated unit identified in
paragraph (a) of this section. The
record of investigation shall include:

(1) The name of the device;

(2) The date the complaint was re-
ceived;

(3) Any device identification(s) and
control number(s) used;

(4) The name, address,
number of the complainant;

(5) The nature and details of the com-
plaint;

(6) The dates and results of the inves-
tigation;

(7) Any corrective action taken; and

(8) Any reply to the complainant.

(f) When the manufacturer’s formally
designated complaint unit is located at
a site separate from the manufacturing
establishment, the investigated com-
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plaint(s) and the record(s) of investiga-
tion shall be reasonably accessible to
the manufacturing establishment.

(g) If a manufacturer’s formally des-
ignated complaint unit is located out-
side of the United States, records re-
quired by this section shall be reason-
ably accessible in the United States at
either:

(1) A location in the United States
where the manufacturer’s records are
regularly kept; or

(2) The location of the initial dis-
tributor.

Subpart N—Servicing

§820.200 Servicing.

(a) Where servicing is a specified re-
quirement, each manufacturer shall es-
tablish and maintain instructions and
procedures for performing and
verifying that the servicing meets the
specified requirements.

(b) Each manufacturer shall analyze
service reports with appropriate statis-
tical methodology in accordance with
§820.100.

(c) Each manufacturer who receives a
service report that represents an event
which must be reported to FDA under
part 803 or 804 of this chapter shall
automatically consider the report a
complaint and shall process it in ac-
cordance with the requirements of
§820.198.

(d) Service reports shall be docu-
mented and shall include:

(1) The name of the device serviced;

(2) Any device identification(s) and
control number(s) used;

(3) The date of service;

(4) The individual(s) servicing the de-
vice;

(5) The service performed; and

(6) The test and inspection data.

Subpart O—Statistical Techniques

§820.250 Statistical techniques.

(a) Where appropriate, each manufac-
turer shall establish and maintain pro-
cedures for identifying valid statistical
techniques required for establishing,
controlling, and verifying the accept-
ability of process capability and prod-
uct characteristics.
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